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FROM: Health/State Laboratories Division
Name ofRequesting Department

Pursuant to HRS §103D-306 and HAR chapter 3-122, Subchapter 9, the Department requests sole source approval to purchase the following:

2. Vendor/Contractor/Service Provider Name: 3. Amount of Request:
Roche Diagnostics - 9115 Hague Road, Indianapolis, tD 46250 $150,000 Est.

4. Term of contract (shall not exceed 12 months), if applicable: 5. Prior SPO-001, Sole Source (SS) No.:

From: 12/1/2012 To: 11/30/2013 12-029B

Form SPO-001 (rev 08/13/2012) Sole Source No.

______________
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1. Describe the goods, services, or construction to be procured.
Roche MagNapure Extraction kits and consumables, FASTART DNA Master Hybridization probes, Glycogen, Proteinase K,
Rnase inhibitor, and Roche Light Cycler (LC) -480 plates and sealers. Please refer to attachment for Catalog numbers.

6. Describe in detail the following:
a. The unique features, characteristics, or capabilities of the goods, service or construction.
MagNapure extraction kits and consumables are used exclusively in the performance of High-Throughput, semi-automated
nucleic acid extraction of clinical specimens, tissues, environmental and food specimens using the MagNapure LC system.
The FASTART DNA Master Hybridization probes, glycogen, proteinase K, and Rnase inhibitor are kits and reagents used for
setting up the PCR detection assay for biothreat agents and toxins found in humans, environmental samples and food. The
Fastart probes and other PCR assay reagents (glycogen, Proteinase K, Rnase inhibitor) were selected by the CDC and have
passed the performance characteristics set by the CDC for the extraction of biothreat agents and toxins. Our laboratory has
demonstrated that these PCR reagents and kits have perfomed well and have demonstrated good sensitivity for detection as
expected.
b. How the unique features, characteristics or capabilities of the goods, service or construction are essential for the
department

Molecular testing of clinical specimens (human and animal), environmental, food and drinking water samples have been
developed by National Reference Laboratories such as the CDC, NVSL and FDA for Public Health Laboratories. These
molecular methods, such as the real-time (rti) PCR provide a rapid way to screen for biothreat agents and emerging threats
such as West Nile Virus (WNV), Human, Avian and swine Flu virus, norovirus, B. pertussis/parapertussis, and a number of
emerging pathogens of public health importance. The MagnaPure extraction protocols provide a High-Throughput (HT)
extraction which is critical in improving testing capacity by increasing the number of specimens that we can process and
consequently, will allow timely completion of test results.



7. Describe the efforts and results in determining that this is the only vendor/contractor/service provider who can provide

9. Identi1i the primary responsible staff person(s) conducting and managing this procurement (Appropriate delegated
procurement authority and completion of mandatory training required.)
*point of contact (Place asterisk after name of person to contact for additional information).

Name Division/Agency Phone Number E-mail Address

Rebecca H. Sciulli HI State Lab Division 808-453-5993 rebecca.sciuIli@doh.hawaii.gov

All requirements/approvals and internal controlsfor this expenditure is the responsibility of the department.
I certify that the information provided is to the best ofmy knowledge, true and correct.
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the

This vendor is the sole source of the reagents and kits described in Section 1. The methods that we use in testing for specific
biothreat agents and toxins are standardized by the Center for Disease Control (CDC)-Laboratory Response Network (LRN)
for member LRN Reference laboratories, such as the Hawaii State Lab Division. Our ability to maintain our status as an LRN
Reference lab of good standing, depends on our ability to pass Proficiency Testing (PT) challenges that involve testing for
unknown biothreat agents and toxins using CDC-LRN standard assays using reagents and kits stated in Sectioni. Passing PTs
are essential in obtaining CDC funds for public health preparedness and emergency response.

8. Alternate source. Describe the other possible sources for the goods, services, or construction that were investigated
but did not meet the departments needs.

There are no alternate source.

Department shall ensure adherence to applicable administrative and statutory requirements, including MAR chapter 3-122, Subchapter
15, Cost or Pricing Data if required.
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For Chief Procurement Officer Use Only

Date Notice Posted:
Submit written objection to this notice to issue a sole source contract within seven calendar days or as otherwise allowed
from date notice posted to:

state.procurement.office@hawaii.gov

Chief Procurement Officer (CPO) Comments:

Request is disapproved as vendor is not compliant with HRS §103D-310(c) and HAR §3-122-
112 (i.e. vendor must be compliant on the Hawaii Compliance Express [HCEJ). Upon
verification of vendor compliance, department may send a memo referencing this request (SS
1 3-024B), along with a copy of a compliant HCE certificate requesting CPO approval.

If there are any questions, please contact Bonnie Kahakui at 587-4702, or
bonnie.a.kahakuihawaii.gov.

Approved ‘isapproved No Action Required

Gz-LA-%A. J&__ I i.-f3 (
ChiefProcurement OfficerS n re Date
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